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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1 )S Responsive to communication(s) filed on 06 August 2004 . 
2a)Q This action is FINAL, 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 12, 13, 15-22 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Van Leuven (US 4,267,168). 

Claim 12 recites a method for easing vaginal child birthing in a woman, which 
comprises introducing a composition comprising a physiologically acceptable organic 
lubricant and no alkali metal salts of metaphosphates in an effective amount into the 
birth canal. Van Leuven teaches a composition useful for treating herpes virus, 
condyloma, and for preventing Staphylococcus aureus infection and a method in which 
the composition is applied to the vaginal tissue of a baby's mother as a lubricant and 
thereafter delivering the baby (col. 6, lines 52-55 and claim 12). This composition does 
not contain any alkali metal salts of metaphosphates. 

Claims 13 and 15 recite the method of claim 12, wherein an organic substance 
itself brings about a lubricant effect in the composition, or in that the organic substance 
confers a lubricant effect through formulation of the composition. Wherein the organic 
substance brings about a lubricant effect, it comprises soluble, emulsifiable, dispersible, 
optionally low molecular weight, optionally biodegradable and/or optionally bioadhesive 
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organic oligomer or polymer formulated as a composition optionally forming a lubricant 
film or acting as a lubricant. Van leaven teaches a composition comprising glycerine, 
an organic lubricating substance that is also soluble (col. 5, lines 58-62). 

Claim 16 recites the method as claimed in claim 13, wherein the organic 
substance which confers a lubricant effect through formulation of the composition 
comprises a polymer which can be swelled by an organic solvent and/or water and 
which form a gel. Van Leuven teaches a composition comprising sodium polypectate, 
which provides a viscosity suitable for a variety of purposes including assist during 
delivery and which can gel the composition at a pH less than 7 (col. 3, lines 64-69 and 
col. 6, lines 15-16). 

Claims 17 and 18 recite the method of claim 12, wherein the composition is in the 
form of a liquid, paste, gel, cream, suppository, solution, emulsion, dispersion, oil or 
hydrogel. Van Leuven teaches a lubricating composition in the form of a liquid solution 
or a gel (col. 6, lines 15-16). 

Claims 19-21 recite the method of claim 12, wherein the organic lubricant is 
present in an amount from 1-99% and wherein the composition further comprises one or 
more pharmaceutically active ingredients in an amount from 0.0001 to 10% by weight. 
Van Leuven teaches a composition containing glycerin, an organic lubricant, in an 
amount from 4 to 10% by weight and sodium polypectate and silver ion, the 
pharmaceutically active ingredients, in ranges from 100 to 400 and 13 to 30 parts per 
million respectively (col. 16, lines 7-25). 
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Claim 22 recites the method as claimed in claim 20, wherein the active 
pharmaceutical ingredient serves to inhibit child birthing or promote child birthing, 
alleviate pain, prevent infection or prevent neonatal respiratory distress syndrome. Van 
Leuven teaches a method of preventing bacterial infection on human tissue using liquid 
biocidal compositions (col. 15, lines 19-31). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 14 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Van 
Leuven (US 4,267,168) in view of Levy (US 2001/001471 1). 

Claim 14 recites the method as claimed in claim 13, wherein the organic 
substance with a lubricant effect comprises a natural or synthetic oil, ft or wax. Levy 
teaches a lubricant comprising petroleum, water, grease, synthetic lubricant, or solid 
lubricant (see abstract). It would have been obvious to a person of ordinary skill in the 
art at the time the invention was made to use a lubricant with any of these 
characteristics because they are well known in the field of lubricants. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susanna Hoffer whose telephone number is (571)272- 
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9345. The examiner can normally be reached on Monday - Friday, 9:00 a.m.-5:00 p.m., 



EST. 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Stucker can be reached on (571)272-091 1. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



SMH 




JEFFREY STUCKER 
SUPERVISORY PATENT EXAMINER 



